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DETAILED ACTION 
Claims 1-9 and 21-37 are pending. Applicants previously cancelled claims 10-20. 
Receipt and consideration of Applicants' claim set and arguments/remarks filed on May 30, 2007 
is acknowledged. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

The rejection of claims 8-9, 21-29, 36-37 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is maintained for the reasons of record set forth in the office 
action mailed on January 30, 2007. 

Response to Arguments 

Applicant's arguments filed May 30, 2007 have been fully considered but they are not 
persuasive. Applicants have traversed the instant rejection based on their assertions (1) that the 
Examiner has allegedly not read the rejected claims in light of the specification, specifically 
regarding the definition of a bulking agent on pages 6-7 of Applicants' specification; and (2) 
there are no missing elements from claims 8-9 nor 36-37, because the recited limitations are 
observed characteristics of the claimed compositions. 

The Examiner respectfully disagrees. The specification clearly defines a bulking agent as 
being, "an inert substance in which or onto which the active drug ingredient(s) and excipient(s) if 
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present are dispersed. The propellant, HFA 227, in the rejected claims 21-29 is an inert 
substance and Applicants' claimed compositions are clearly suspensions/dispersions. Thus, 

according to Applicants' definition of a bulking agent, HFA 227 is a bulking agent. It is 

» 

immaterial whether Applicants have identified HFA 227 as also being a propellant, because 
Applicants' definition clearly encompasses HFA 227. Regarding claims 8-9 and 36-37, the 
indefinite issues specific to these claims were not explicitly addressed. 

The rejection of claims 8-9 and 36-37 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is withdrawn per Applicants' persuasive arguments. 

Response to Arguments 

Applicant's arguments, see page 7, filed May 30, 2007, with respect to the rejection of 
claims 8-9 and 36-37 under 35 U.S.C. 1 12, second paragraph have been fully considered and are 
persuasive. The rejection of claims 8-9 and 36-37 under 35 U.S.C. 112, second paragraph has 
been withdrawn. 

Claim Rejections - 35 USC §102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States, 

The rejection of claims 1, 6-9, 21, 26, 28-30, and 36-37 under 35 U.S.C. 102(b) as being 
anticipated by Fassberg (U.S. Patent No. 5,474,759) is maintained for the reasons of record. 
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Response to Arguments 
Applicant's arguments filed May 30, 2007 have been fully considered but they are not 
persuasive. Applicants have traversed the instant rejection based on their assertions that (1) the 
Examiner has allegedly not presented a case why the independent claims 1, 21, and 30 are 
anticipated or any basis for rejecting claims 1, 6-7, 21, 26, and 28-30 and (2) Applicants have 
submitted that independent claims 1, 21, and 30 are not anticipated and are in condition for 
allowance. 

The Examiner respectfully disagrees. Regarding (1) Applicants are directed to pages 5-6 
of the office action mailed on October 26, 2005, pages 5-6 of the office action mailed on June 
29, 2006, and pages 4-5 of the office action mailed on January 30, 2007, where the disclosures of 
Fassberg were clearly set forth and explained. Applicants attention is even more expressly 
directed to claim 1 0 of Fassberg, which claims a composition comprising (i) mometasone furoate 
(0.01-1% w/w), which is the same active claimed by Applicants; (ii) 1,1,1,2,3,3,3- 
heptafluorpropane (i.e. HFA 227) (25-99.99% w/w), which is the same propellant in Applicants' 
claimed compositions; (iii) excipient (0-75% w/w) (i.e. excipient is optional and this reads on 
compositions having no excipient); and (iv) surfactant (0-3% w/w) (i.e. surfactant is optional and 
this reads on compositions having surfactant). Merely from the disclosure of claim 10 in 
Fassberg, it is readily apparent that the instant rejection is proper and Fassberg anticipates 
Applicants' claims. Although the disclosures of claim 10 have been reproduced above to rebut 
Applicants' allegations, it is noted that it is unnecessary for the Examiner to explicitly set forth a 
reference's disclosure in each office action. It is sufficient for the Examiner to refer Applicants 
to the reasons of record as has been done consistently in the prosecution of the instant 



Application/Control Number: 10/646,298 Page 5 

Art Unit: 1616 

application. It is also noted that in each and every office action the Examiner's response and 
rebuttal of Applicants' arguments has also been provided. 

Claims 21-26, 28-29, 31-34, and 36-37 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Berry et al. (U.S. Patent No. 6,068,832). 

Applicants claim a metered dose inhaler containing an aerosol suspension formulation 
consisting of an effective amount of mometasone furoate, a dry powder surfactant, and HFA 227. 

Berry discloses formulations comprising HFC 227 (i.e. HFA 227) (94.969-97.457 % 
w/w), mometasone furoate (0.032-0.308 % w/w). oleic acid (0.011-0.012 % w/w). and ethanol 
(2.492-4.985 % w/w) (col. 5, line 45 through col. 6, line 39; claims 1, 4-7, 15-16), wherein the 
composition may be contained in a metered dose container delivering a measured amount of 
about 10 to about 500 micrograms of mometasone furoate from a single actuating operation. 
Oleic acid is inherently a dry powder surfactant, because it is the unsaturated analog of stearic 
acid, which Applicants explicitly claim as an example of a dry powder surfactant in claim 26. 

Regarding the properties of the claimed compositions recited in claims 28-29 and 36-37, 
these are inherent to the compositions disclosed by Berry, because the compositions are the 
same. The word "containing" is treated as open claim language equivalent to "comprising," 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
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having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

The rejection of claims 1-9 and 21-37 under 35 U.S.C. 103(a) as being unpatentable over 
Fassberg et al. (U.S. Patent No. 5,474,759) is maintained for the reasons of record as stated 
above in the instant office action. 

Response to Arguments 

Applicant's arguments filed May 30, 2007 have been fully considered but they are not 
persuasive. Applicants have traversed the instant rejection by alleging that (1) the present 
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rejection and reference to prior office actions is deficient and unacceptable; and (2) the phrase 
"free of the carrier" has been removed from the pending claims and this change has allegedly 
provided novelty and unobviousness to the rejected claims. Applicants stated that they were 
confused and curious as to what was meant by the phrase "In favor of compact prosecution and 
in anticipation of Applicants' future claim amendments." 

The Examiner respectfully disagrees with Applicants' traversal arguments. Regarding 
Applicants' confusion and curiosity concerning the meaning of the phrase "In favor of compact 
prosecution and in anticipation of Applicants' future claim amendments" in the office action 
mailed on January 30, 2007," this phrase clearly means that the Examiner had an expectation that 
Applicants might amend the rejected claims in some unspecified manner to overcome the 
anticipatory rejection. It is also clear from this statement, that a rejection under 35 U.S.C. 103(a) 
was made to expedite prosecution if Applicants had amended the rejected claims. 

As described above in the previous rejection under 35 U.S.C. 102(b) based on the 
Fassberg reference, Fassberg clearly teaches all the limitations of Applicants' claims. Despite 
removal of the phrase "free of a carrier", Fassberg continues to obviate the rejected claims. 
Regarding the phrase, "free of a bulking agent", it is noted that this phrase is defined by 
Applicants in the exact same manner as the phrase "free of a carrier.' Thus, these two phrases 
according to Applicants' specification are equivalent and interchangeable. The instant rejection 
remains proper. 

The rejection of claims 21-26 and 28-29 under 35 U.S.C. 103(a) as being unpatentable 
over Dickinson et al. (WO 99/51205) in view of Kaplan et al. (U.S. Patent Application 
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2002/0076382 Al) is maintained for the reasons of record as stated above in the instant office 
action. 

Response to Arguments 
Applicant's arguments filed May 30, 2007 have been fully considered but they are not 
persuasive. Applicants have not submitted any substantive arguments as to why the instant 
rejection is allegedly inappropriate or incorrect. Applicants have broadly asserted that the instant 
rejection is improper because reference to reasons already of record is allegedly improper and 
unacceptable. 

The Examiner respectfully disagrees. The teachings of Kaplan and Dickinson have 
already been explicitly set forth on the record on pages 7-11 of the office action mailed on 
October 26, 2005. Applicants have received a copy of this office action. Thus, it is unnecessary 
to set forth anew in each office action the teachings of these references as Applicants imply is 
necessary. It is also noted that the phrase "free of a bulking agent" in rejected claims 21-26 and 
28-29 is equivalent to the phrase "free of a carrier", is indefinite, and has been given no 
patentable weight for determination of prior art. Therefore the Examiner concludes that a person 
of ordinary skill in the art would have found that claims 21-26, and 28-29 are prima facie 
obvious over the combined teachings/disclosures of Dickinson and Kaplan because each and 
every element of the claimed MDIs is taught explicitly or implicitly by the prior art and is thus 
rendered obvious. 
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The rejection of claims 1-6 and 8-2 under 35 U.S.C. 103(a) as being unpatentable over 
Dickinson et al. (WO 99/51205) in view of Kaplan et al. (U.S. Patent Application 2002/0076382 
Al) is withdrawn per Applicants use of "consisting of language. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 11 F.3d 1046, 29 USPQ2d2010 (Fed. 
Cir. 1993); In re LongU 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d438, 164 USPQ 619 (CCPA 
1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

The rejection of claims 1-5, 7, and 13-18 under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-13 of U.S. Patent No. 
5,474,759 is maintained , for the reasons of record on pages 1 1-12 of the office action mailed on 
October 26, 2005. 



The rejection of claims 1, 2-5, and 13-17 under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1, 2, 10, and 12 of 
copending Application No. 10/967,719 (copending 6 719) in view of Kaplan et al. (U.S. Patent 
Application US2002/0076382) is maintained for the reasons of record on pages 12-14 of the 
office action mailed on October 26, 2005. 
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The rejection of claims 1,10, and 13 under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-3 and 5-7 of copending Application 
No. 10/649,398 (copending '398) is maintained for the reasons of record on pages 14-16 of the 
office action mailed on October 26, 2005. 

The provisional rejection on the ground of nonstatutory obviousness-type double 
patenting of claims 1-9 as being unpatentable over claims 1-9 and 20-26 of copending 
Application No. 1 1/071,078 (copending ' 078) in view of Garcia-Marcos et al. is maintained for 
the reasons of record set forth on pages 4-5 of the office action mailed on June 29, 2006. 

Response to Arguments 

Applicant's arguments filed May 30, 2007 have been fully considered but they are not 
persuasive. Applicants have submitted no substantive arguments as to why the above 
rejections on the ground of nonstatutory obviousness-type double patenting are allegedly 
inappropriate or incorrect. The mere statement of Applicants' belief that the amendments and 
new claims are allowable is not a persuasive argument. Therefore the Examiner concludes that 
above obviousness-type double patenting rejections (provisional and non-provisional) remain 
proper. 

Claims 21-26, 28-29, 31-34, and 36-37 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 15-16 of U.S. Patent 
No. 6,068,832 (USPN '832). Although the conflicting claims are not identical, they are not 
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patentably distinct from each other because these are substantially similar and/or mutually 
obvious. Applicants' claims have been described above. Independent claim 15 of USPN 4 832 
claims a metered dose inhaler comprising an aerosol suspension comprising 1,1,12,3,3,3- 
heptafluoropropane (i.e. HFA 227), about 1 to about 10 % w/w ethanol, micronized mometasone 
furoate, and optionally a surfactant. Applicants' claims utilize open claim language, thus the 
inclusion of ethanol in the claims of USPN 6 832 is not a distinguishing feature and merely 
represents an obvious variation of the compositions claimed by Applicants. Therefore, the 
Examiner concludes that a person of ordinary skill in the art would have found that claims 21-26, 
28-29, 31-34, and 36-37 are prima facie obvious over claims 15-16 of U.S. Patent No. 6,068,832 
(USPN '832). 

Conclusion 

Claims 1-9 and 21-37 are rejected. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James H. Alstrum-Acevedo whose telephone number is (571) 
272-5548. The examiner can normally be reached on M-F, 9:00-6:30, with every other Friday 
off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on (571) 272-0646. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

James H. Al strum- Ace vedo 
Patent Examiner 
Technology Center 1 600 



Johann R. Richter 
Supervisory Patent Examiner 
Technology Center 1600 



